
DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
Rockville, MD 20857 

SENT VIA ELECTRONIC MAIL 

Chad A. Landmon 
Axinn, Veltrop & Harkrider LLP 
90 Statehouse Square 
Hartford, CT 06103-3702 

Docket No. FDA-2009-N-0184 

Dear Mr. Landmon: 

By letters dated January 28, 2009, and February 6, 2009, to Gary Buehler, Director of the Office 
of Generic Drugs at the Food and Drug Administration (FDA or the Agency) on behalf of 
Actavis Elizabeth, LLC (Actavis), you have requested that the Agency reconsider its grant of 
"new chemical entity" exclusivity under section 505(j)(5)(F)(ii) of the Federal Food, Drug, and 
Cosmetic Act and 21 CFR 314.108 to Vyvanse (lisdexamfetamine dimesylate). New Drug 
Application (NDA) 21-977 for Vyvanse is held by Shire Development, Inc. 

The Agency has determined that the issues raised in your correspondence are likely to be of 
interest to the public, that members of the public may wish to comment on the legal and 
regulatory issues raised in your submissions, and that the Agency's resolution of these issues 
could benefit from consideration of these comments. Therefore, as previously discussed with 
you, we are opening a public docket to solicit comment on certain legal and regulatory issues 
raised in the document you submitted on February 6, 2009, which is entitled "NCE Exclusivity 
for Lisdexamfetarnine Dimesylate Capsules." Your February 6, 2009 correspondence and this 
letter opening the docket are being posted on the website for FDA's public dockets at 
http://www.regulations.gov. 

So that we have the opportunity to fully consider comments from all interested parties, we are 
asking that all interested parties submit their comments to http://www.regulations.gov by close of 
business on June 1,2009. Please include docket number FDA-2009-N-0184 in your 
correspondence. If you have any questions regarding this correspondence, please contact Susan 
Levine at 240-276-9313. 

Sincerely, 

Gary 1. Buehler 
Director 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

Attachment 

cc: Shire Development, Inc. 
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